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DETAILED ACTION 

Election/Restrictions 

1. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions, which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

Group I, claim(s) 1-15 and 21, drawn to determining and presenting 
perfusion indices, using a reference perfusion index. 

Group II, claim(s) 17-21, drawn to determining and presenting the quality 
of the measuring values. 

2. The inventions listed as Groups I and II do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: 

Group I is a method and apparatus for determining and presenting the 
information concerning variations of the arterial oxygen saturation of the blood, using 
the first perfusion as the reference index and the subsequent indices are determined as 
relative deviations with respect to the reference value. 

On the other hand. Group 11 is an method and apparatus for measuring and 
detemnining and presenting the quality of measured data. 
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There is no generic claim. 

3. During a telephone conversation with Thomas Lundin on March 1st 2007 a 
provisional election was made with traverse to prosecute the invention of Group I, 
claims 1-15 and 21. Affirmation of this election must be made by applicant in replying to 
this Office action. Claims 1 7-20 were withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

4. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(i). 

Drawings 

5. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the term "acoustic" on 
line 2 of claim 15 must be shown or the feature(s) canceled from the claim(s). No new 
matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
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replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR , 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required conrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Specification 

6. The disclosure is objected to because of the following informalities: 

Page 1 , line 4 refers to a method for presentation of the quality of the 
measuring values claimed in the cancelled claim 16. 
Page 2, line 23, also refers to the cancelled claim 16. 

The specification should be amended to delete claim 16. 

Appropriate correction is required. 



Application/Control Number: 1 0/531 .41 3 Page 5 

Art Unit: 3709 

Claim Rejections • 35 USC § 112 

7. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

8. Claims 1 1 and 12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter, which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

On line 2 of claim 1 1 , the term "tachometer display" has not been 
described in the specification, and it is not clear to the examiner why a 
"tachometer display" should be used as a graphic element. 

On line 3 of claim 12, the term "spider diagram" has not been described in 
the specification, and it is not clear to the examiner why a "spider diagram" 
should be used. 

. 9. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

10. Claim 12 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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1 1 . Regarding claim 12, the phrase "such as" renders the claim indefinite because it 
is unclear whether the limitations following the phrase are part of the claimed invention. 
See MPEP§ 2173.05(d). 

The phrase "notably as" on line 3 of claim 12 has been interpreted as "such as". 

12. The claims are generally nan^ative and indefinite, failing to conform with cunrent 
U.S. practice. They appear to be a literal translation into English from a foreign 
document and are replete with grammatical and idiomatic errors. 

It is unclear to the examiner if lines 3-6 of claim 1 are part of the limitation, or 
simply descriptive information. 



Note: In view of the aforementioned, the claim limitation has been considered as best 
understood. An absence of a prior art rejection of any claim(s) should not be taken as 
an indication of allowable subject matter unless otherwise indicated. 



Claim Rejections - 35 (JSC § 102 
13. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
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only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

14. Claims 1-3. 5-8.13 and 15 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US. Pat. No. 1.426.319 to Stepliens (Stephens). 

In ref to claim 1: 

A method for the presentation of infomnation conceming variations of the arterial 
filling with blood of organs of living beings on the user surface of a display unit, in 
which method the data required for the presentation is detemnined, using an 
algorithm (See page 1 , lines 25-47), from measuring values produced by a non- 
invasive photometric measuring process for determining the arterial oxygen 
saturation of the blood, characterized in wherein a first perfusion index is defined 
as a reference value and the subsequent perfusion indices are detemnined as 
relative deviations with respect to the reference value (See page 1 . lines 57-60 
and page 4, lines 3-10), said relative deviations being presented as infonnation 
concerning the variations of the perfusion on the user surface (See page 3, lines 
85-91). 

In ref to claim 2: 

A method as claimed in claim 1 , wherein the detemnination of the reference value 
takes place automatically at the beginning of the photometric measuring process 
(See page 4, lines 3-5). 
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In ref to claim 3: 

A method as claimed in claim 1 , wherein the instant of determination of the 
reference value can be chosen at will (See page 4, lines 3-5). 

In ref to claim 5: 

A method as claimed in claim 1 , wherein the reference value as well as the 
subsequent perfusion indices are scaled by a factor (See page 1 . lines 70-74). 

In ref to claim 6: 

A method as claimed in claim 5, wherein the factor is adjustable (See page 1 , 
lines 70-74). 

In ref to claim 7: 

A method as claimed in one of the preceding claim 1 , wherein the variation of the 
perfusion is presented in numerical form (See page 4. lines 79-81 ). 

In ref to claim 8: 

A method as claimed in claim 1 . wherein analog graphic elements are used for 
the presentation (See page 3, lines 92-96). 
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In ref to claim 13: 

A method as claimed in claim 1 , wherein an upper alarm limit and a lower alamn 
limit are provided (Page 3, lines 36-44). 

In ref to claim 15: 

A method as claimed in claim 13, wherein an acoustic and/or optical alarm signal 
is triggered when the alarm limit is exceeded (Page 3, lines 36-44). 

15. Claim 21 is rejected under 35 U.S.C. 102(e) as being anticipated by US. Pat. No. 
6,658,276 to KianI et al (KianI). 

In ref to claim 21: 

A device, comprising a pulsoximeter (Col. 4, line 19) for determining arterial 02 
saturation (Col. 1 , lines 57-64) and for calculating perfusion index in order to 
detemiine information conceming variation of the perfusion, means for detection 
of interference signals (Col. 7, lines 10-11), and for estimating the quality of the 
measuring values acquired (Col. 7, lines 52-63) and information concerning a 
variation of the perfusion, and means for presenting the information (See 
101,105 and 109 in Figs. 1A, IB and 1C respectively). 
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Claim Rejections - 35 USC § 103 

16. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

17. Claims 4 and 9-10 and 14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US. Pat. No. 1,426,319 to Stephens (Stephens) in view of US. Pat. 
No. 6.658,276 to KianI et al (KianI). 



In ref to claim 4: 

Stephens teaches all the limitation of claim 1 , see the claim rejection in ^ 
14 above. 

However, Stephens does not teach: 

The reference value is stored on a memory chip. 

KianI discloses: 

A pulse oximetry user interface that is adapted to present 
data responsive to a physiological signal. The system of KianI 
presents a method of measuring and displaying oxygen saturation 
and perfusion, in a trend graph (See Abstract). Therefor the pulse 
oximetry system of KianI is analogues to the one of Stephens. 

KianI teaches: 
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The reference value is stored on a memory chip (Col. 1 1 , 
lines 33-44) In order to show the collected data in a trend graph as 
it has been shown in Fig. 10. 

Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have 
included a memory chip for storing the reference value of KianI in 
the calibrated tissue and heart rate monitor of Stephens in order to 
show the collected data in a trend graph as it has been explicitly 
thought by Kianl. 

In ref to claim 9 and 10: 

Stephens teaches all the limitation of claim 1 and claim 8, see the claim 

rejection in 14 above. 

However, Stephens does not teach: 

Bar elements are used as the graphic elements and the 
relative variations of the perfusion are represented by different bar 
lengths. 

Kianl is analogous to Stephens; see the aforementioned argument for 
rejection of claim 4. 
Kianl teaches: 

Bar elements are used as the graphic elements (See 610 in 
Fig.6 and Col. 7 lines 65-67) in order to indicate the quality of the 
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measured signal. Low signal quality may be due to various factors, 
such as improper sensor application, misalignment of the sensor's 
emitter and detector resulting in smaller signals, extreme changes 
in the patient's physiology and blood flow at the monitoring site. 
Therefor it is essential for the physician to see any changes in the 
signal quality/perfusion (See Col. 8, lines 5-16). 

The relative variations of the perfusion are represented by 
different bar lengths (See Col. 8 lines 18-30) in order to indicate the 
quality of the measured signal. With small bar height con^esponding 
to low signal quality and large bar height corresponding to high 
signal quality (See Col. 8, lines 26-30). 

Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have 
modified the display monitor of KianI to include bar elements as 
graphic elements in the calibrated tissue and heart rate monitor of 
Stephens in order to show the change in the signal quality and • 
tissue perfusion as explicitly thought by Kianl. 

In ref to claim 14: 

Stephens teaches all the limitation of claim 13, see the claim rejection in H 
14 above. 



Application/Control Number: 1 0/531 ,41 3 Page 1 3 

Art Unit: 3709 

However, Stephens does not teach: 

The alamn limit is adjustable. 
KianI is analogous to Stephens; see the aforementioned argument for 
rejection of claim 4. 
KianI teaches: 

A pulse oximetry user interface with adjustable alarm limit 
settings (See Col. 12 lines 65-67) in order to give the physician the 
freedom of setting the alarms in a different range in order to monitor 
patients with special needs. 

Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have 
modified the pulse oximetry user interface of KianI to include 
adjustable alarm limits in the calibrated tissue and heart rate 
monitor of Stephens in order to allow the physician the freedom of 
monitoring patients with special needs as implicitly thought by 
KianI. 



18. Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over US. Pat. 
No. 1 ,426,319 to Stephens et al (Stephens) in view of US. Pat. No. 6,322,516 to 
Masuda et al (Masuda). 
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In ref to claim 11: 

Stephens teaches all the limitation of claim 8, see claim rejection in T1 14 
above. 

However, Stephens does not teach: 

A representation in conformity with a tachometer display is 
used as the graphic element 

Masuda discloses: 

A blood pressure monitor, an infomiation-obtaining device 
that obtains physical information that changes with change of 
blood pressure of the subject. A display device, which displays a 
graph representing the pieces of information, obtained as 
tachometer in Fig. 1 1 . The system 

of Masuda has a control device, which controls the display device 
to display the graph representing the initial piece of information and 
each one of subsequent pieces of information iteratively obtained in 
order to compare the initial piece of information with the 
subsequent piece infomiation (See Abstract). 

This will help the physician to judge if the patient's current 
condition is not critical for initiating a blood pressure measurement 
(See Col. 2, lines 47-63). Since the area of each pulse of the 
peripheral pulse wave changes with the change of blood pressure. 
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the system of Masuda monitors tlie pulse rate intensity and oxygen 
saturation before initiating a blood pressure measurement (See 
Col. 1, lines 50-67 and Col. 7, lines 22-27). 

Masuda teaches: 

A representation in conformity with a dial display is 
used as the graphic element (See Fig. 11), which is corresponding 
to the bar graph (See Fig. 8) in order to represent the amount of 
change of each of the estimated blood pressure values in 
comparison the origin value (See Col. 19. lines 1-19). 

Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have 
included a dial for displaying the deviation of the estimated blood 
pressure values in comparison to the origin value Masuda in the 
calibrated tissue and heart rate monitor of Stephens in order to 
show the deviation of the estimated blood pressure values in 
comparison to the origin as it has been explicitly thought by 
Masuda. 

19. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over US. Pat. 
No. 1 ,426,319 to Stephens et al (Stephens) in view of US. Pat. No. 5,912,656 to Tham 
et al (Tham). 
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In ref to claim 12: 

Stephens teaches all the limitation of claim 8, see claim rejection in ^ 14 
above. 

However, Stephens does not teach: 

The display is fomied as a multidimensional type in 

conjunction with other physiological variables, as a spider 

diagram. 
Tham teaches: 

A device for producing a display from monitored data 
functions to read, store, encode and integrate monitored data of at 
least one data type from at least one monitoring device (See Fig. 8 
and 10). The integrating indicia of at least one data type in the 
system of Tham produces a single superimposed and/or 
multidimensional image capable of portraying a present and 
historical data combination. The advantage of using a 
multidimensional image is that the related or unrelated datum is 
comprehensible at a glance by a user (See abstract). 
The aforementioned multidimensional display system of Tham is 
equivalent to a spider diagram. 

Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have 
included the multidimensional display of Tham in the calibrated 
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tissue and heart rate monitor of Stephens in order to see the 
related or unrelated datum at one glance as it has been explicitly 
thought by Tham. 

Conclusion 

19. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The US. Pat. No. 5,860,918 to Schradi et a! has been cited 
because; it discloses a medial monitoring device for monitoring and displaying 
physiological parameters of a patient. The US. Pat. No; 4,869,253 to Craig, Jr. et al has 
been included because it discloses a method and apparatus for indicating perfusion and 
oxygen saturation trends in oximetry. The US. Pat. No. 4,689,615 to Del Rosso has 
been included because it discloses a visual display of the trend of a data source. 

20. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anita Saidi whose telephone number is 571-270-3001 . 
The examiner can normally be reached on Monday-Thursday 6:30 am - 5:00 pm Est.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kenneth Bomberg can be reached on 571-272-4922. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status infomriation for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomiation for unpublished applications is available through Private PAIR only. 
For more Infomfiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

AS 4/2/2007 




